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DETAILED ACTION 
Status of the Application 

Receipt of the Request for Continued Examination (RCE) under 37 C.F.R. 1.114, the 
Amendment and Applicant's Arguments/Remarks, all filed 06/02/09 is acknowledged. 

Claims 1, 2 and 4-10 are pending in this action. Claim 1 has been amended. Claims 3 
and 11-21 have previously been cancelled. Claims 1, 2 and 4-10 are rejected. 

***** 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 

37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 

eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 

has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 

37 CFR 1.1 14. Applicant's submission filed on 02 June 2009 has been entered. 

***** 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 1 is rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Claim 1 recites the limitation, "a solid polymer film having water solubility triggered by 
changes in pH comprising a polymer..."... and "wherein water solubility of the polymer film is 
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triggered by a change in the pH, salt or surfactant concentration or both." The claim is indefinite 
because in the preamble of the claim, the solubility of the film is indicated to be triggered by 
changes in pH (only), whereas in the body of the claim, the solubility of the film is indicated to 
be triggered by changes in pH, salt or surfactant concentration or both. Thus in the body of the 
claim, solubility of the film is not limited to being triggered by changes in pH, but rather can also 
be by changes in salt or surfactant concentration or both. Hence, the claim language as now 
presented is confusing because it is unclear as to how film solubility is actually being triggered 
(i.e., whether by pH, salt or surfactant concentration or both). 
Clarification is requested. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 



Application/Control Number: 10/074,522 Page 4 

Art Unit: 1615 

Claims 1, 2 and 4-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pardini (U.S. Patent No. 4,708,870). 

Pardini ('870) teaches a method for imparting a non-fugitive antimicrobial activity to an 
article of manufacture, which comprises forming the articles of manufacture from an 
acrylonitrile composition which includes up to 10% of a protonated amine, or 3 mole %. The 
antimicrobial activity is inherent in the acrylonitrile composition (see Abstract). 

Pardini teaches that non-fugitive antimicrobial activity is imparted to acrylic polymers, 
fibers or fabrics made thereof, by copolymerization of an acrylic protonated amine co-monomer 
and/or by use of protonated amine end groups (col. 2, lines 1-63). 

The Examples at column 5 demonstrate various embodiments of the invention. Example 
1 at Table II on column 5 demonstrates acrylonitrile (AN) and methacrylate (MA) monomers 
were copolymerized with various protonated amine-containing monomers. The example shows 
that the copolymerization of protonated amine containing monomers in acrylic polymers imparts 
antimicrobial activity. 

With regard to mole percent claimed by Applicant, one of ordinary skill in the art would 
be able to make the conversion between mole percent and percent by weight. No unexpected 
results have been observed through Applicant's claimed mole percentage since the prior art 
clearly teaches suitable and similar mole percents, as shown in the Examples. 

While Pardini is silent about polymer film thickness (of 1 to 5 mil), it is the position of 
the Examiner that the film thickness claimed does not patentably distinguish over Pardini as no 
unexpected result has been attributed to the film thickness claimed herein. The prior art amply 
teaches an article of manufacture that provides for antimicrobial activity and one that employs 
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the same components, i.e., protonated amine, as that desired by Applicants. Moreover, the 
determination of a suitable or effective film thickness could be determined by one of ordinary 
skill in the art based on routine or manipulative experimentation to obtain optimal results as 
these are variable parameters. 

Regarding the limitation of "a solid polymer film having water solubility triggered by 
changes in pH comprising a polymer...", it is the position of the Examiner that this limitation 
fails to impart patentability to the instant claims. Applicant states that the instant mole percent 
claimed (5 mole %) effects changes in solubility as a function of pH and therefore results in the 
desired properties of controlled release". There is no requirement in the instant claims that the 
water solubility of the film which can be triggered by pH, necessarily result in the property of 
controlled release as argued by Applicant herein. Note in particular that Applicant's 
specification, page 4, line 20 indicates as working embodiments that from 2 mole percent of 
protonated amine monomer units is within the scope of the invention. (Pardini teaches 3 mole 
%). Hence it cannot be seen as to how the prior art 3% would be so distinguishing from the 
limitations desired as to impart an unexpected result. The specification at page 4 suggests 5% as 
simply a preferred amount. Finally note that the % may be established by the use of a mixture of 
monomers. Furthermore, regarding the percentage of protonated amines, burden would be 
shifted to Applicant to establish that the 3 mole % of the prior art would not be effective nor 
capable of having the desired property, i.e., controlled release. 

Given the teachings of Pardini discussed above, the instant invention, when taken as a 
whole, would have been prima facie obvious to one of ordinary skill in the art at the time the 
invention was made. 
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Response to Arguments 

Applicant's arguments filed 06/02/09 have been fully considered but were not found 
persuasive. 

Rejection of claims 1, 2 and 4-10 under 35 U.S.C. §103(a) over Pardini (4,708,870): 

Applicant argued, "Pardini teaches a method for imparting non-fugitive antimicrobial 
activity to an article of manufacturing by forming the articles of manufacture from an 
acrylonitrile composition that imparts antimicrobial activity to acrylic polymers. Pardini 
specifically limits the amount of protonated amine to no more than 10%, or 3 mole %, in order to 
achieve the antimicrobial activity. Therefore, the materials of Pardini with 3 mole % protonated 
amine do not show the desired properties of controlled release. In marked contradistinction, the 
materials of the present invention with 5 mole % protonated amine clearly show changes in 
solubility as a function of pH and therefore have the desired property of controlled release." 

Applicant's arguments have been considered, but were not found persuasive. Applicant 
states that the "3 mole % protonated amine do not show the desired properties of controlled 
release". This argument was not deemed convincing because the claims are silent in terms of 
any reference to rates of release or release profiles and are particularly silent regarding the 
desired properties of controlled release argued by Applicant. There is no requirement in the 
instant claims that the water solubility of the film which can be triggered by pH, necessarily 
result in the property of controlled release as argued herein. Thus, Applicant's arguments do not 
establish the scope of claims being presented. Further, in response to applicant's argument that 
the references fail to show certain features of applicant's invention, it is noted that the features 
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upon which applicant relies (i.e., controlled release properties) are not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1181, 26 
USPQ2d 1057 (Fed. Cir. 1993). Furthermore, it is the position of the Examiner regarding the 
percentage of protonated amines, that burden would be shifted to Applicant to establish that the 3 
mole % of the prior art would not be effective nor capable of having the desired property, i.e., 
controlled release. Note in particular that Applicant's specification, page 4, line 20 indicates as 
working embodiments that from 2 mole percent of protonated amine monomer units is within the 
scope of the invention. 

The 103(a) obviousness rejection has been maintained. 

Conclusion 

—No claims are allowed at this time. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Humera N. Sheikh whose telephone number is (571) 272-0604. 
The examiner can normally be reached on Monday-Friday during regular business hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached on (571) 272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov . Should you have any questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 
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August 11,2009 
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